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SUBTECT: Aapignmen! of Hyman Use Study Monitoring Responsibility
for Investigaliomal Medical Products

1. Effective immediately, I am directing that &1 Food and Drug
hidministration requlated buman pze ztudies being performed under
Invertigational Hew Drug [(IND)or Investigational Dovice Exempt jon
(IDE} pratocols for The Surgeon Ceperal [(TEG) be monitored for
compliance by the U.8. Army Medical Materiel Development
Activity. The studics will conform to the provisions of 21 CFR
and Office of The Surgeon General Reg 15-2, AR 70-25, and AR 40-
7. This monitoring will include all early development Ruman use
(tech base) protocols, the Special Immnization Program and
Advanced Development protocols. The USAMMDR hag fall monltoring
responeibility and accountabiliby .

2. All THD and IDK clinlcal studies sponcored by TSC mmst have
appropriate adninistrative poliries, pracedures and ressurces
applicd to achiewe appropriate compliance with reqularions.
S5tudien that do not comply wil be designated Far olinical hold
until corrective actions are taken, or they will be terminated.

3. The Depmty Chief of Staff for Pagulatory Cempliance and
mality [RCQ) has USAMRMC Headguarters accountability and
oversight responsibility for all Command INE activities.
Rogulatedy Compliance and (uslicty will dewelop policies Lo ensure
overall Command compliance with regulations relating to human use
THD and IDE studics.

4. all Headguarters «lments and subordinate commands are
directed to suppurl: the USAMMDA ard RGO in this exceedingiy

inporiant mission.

RArigadier General,
Coomaridiog
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